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GOOD LABORATORY PRACTICE REGULATIONS

GOOD LABORATORY PRACTICE REGULATIONS

1. Purpose
2. Policy
3. Procedures

Attachment A - Title 21 Part 58, Good Labor-
atory Practice Regulations, Code
of Federal Regulations

1. PURPOSE This Guide provides the Agency’s regulations
regarding good laboratory practice in the conduct of

nonclinical laboratory studies.

2. POLICY All nonclinical laboratory studies as defined in
CFSAN/QAS Gulde 3001.02, vefinitions, must be conducted in
accordance with the Good lLaboratory Practice Regulations, 21
CFR Part 58.

3. PROCEDURES - The Good Labkoratory Practice Regulations are
reproduced as Attachment A for ease of reference. These

regulations serve as the basis for the procedures to be
followed in the conduct of nonclinical labeoratory studies
within the Center for Food Safety and Applied Nutrition.
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PART 50—GOOD LABORATORY
PRACTICE FOR NONCLINICAL LAB-
ORATORY STUDIES

Subpart Ae=Genarel Previsiens

Sec.

38.1 Bcope.

58.2 Definitionas

53.10 Applicabllity to studies performed
under grants and contracis :

5815 Inspection of a testing facility.

Sebpart b—Ovrgunization and Fersenned

58.22 Personnel.

$8.31 Testing facility management.
58.33 Study director.

38.35 Quality assurance unit.

5841 CQeneral.

35.43 Animal care factlities.

3.45 Animal xupply fastiities

3847 Pacilities for handling test and con-
ol artdcice.

3840 Laboraiory operation aress.
58.3]1 Specimen and data storsge facilities,
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§ 381
Subpart D—Equipment

58.81 Equipment deaiyn.
58.83 Matntenance and callbration of
equipment.

Subpart §-—Tosting Fociitior Opervtion

38.51 Standard operating procedures.
58.33 Resgents and solutions.
38.90 Animal care,

Swbpart F—Tast anvd Contrel Artiches

58,103 Tes. m0U COOWDI AILICIE Charscter-
kation.

53.107 Test and control article handling.

58.113 Mixture of articlies with carriery.

Subpart O—Protocel for and Condud! of o
WMWM

$3.120 Protocol.
58.130 Conduct of 2 nonclinics) laboratory
study.

Ssbeporis H-i— [Raverved]

Subpart J—Recerds ond Reparn

58.135 Reporting of nonelinical laboratory
study results.

54.19%0 Storsge snd retrieval of records and
data.

38.193 Retention of records

Subrpert X —Divqueaiification of Testing Focilities

58.200 Purpose.

58.202 Srounds for atsqualiticstion.

58.204 Notice of and opportunity for hesr.
Lng on proposed disquatitication.

30.208 Final order on disquallffcation

38.210 Actions upon dlaqualitication,

58.213 Public diselosure of information re-
sarding Jdismyuali[ICREION.

$E.215 Alternative or additional sctions to
disquallfication,

58217 Suspension or termination of & Lest-
ing facility by & sponsor.

358219 Reinstarement of & dizqualified Lest-
ing tacility,

AUTRORITY: Secs. 308, 02a), 408, 408, 109,
302. 503. 508, 304, 307, 510, 512-5i4, 313-5%0,
T01(x), 704, 801, Pub L 717, 33 Stat. 1045-
1048 ax amended, 1049-1053 A5 amended,
1055, 1038 =z amended. 35 Siat. AS1 as
amended, 59 Stac 483 o amended, 83 Stat
311-517 ma Amended, 71 Stat 17851788
amended, 78 Stat 794 w amended, 82 Stat
343-35). 90 Siat. 539-574 (31 U.5.C. 338,
J42{a). 344, 348a J4n, 382, 351, 355, 238, 97,
360, 3400-38D1, 3801, 380h-180), ¥Tica) 378,
3815 secx. 213, 151, 334-380F, Pub, L. 410, 58
Stal 990. 702 oy amended, 33 Stat 1173-
1188 as wmended (42 US.C. 218, 262, 283>
33Inx 2t CFR 5.11.

21 CFR Ch. |

Sooncx 43 FR 80013 Dee 22, 1975, unless
otherwiss notad

Subport A—General Pravisiens

§58.]1 Seope.

{8) This part prescribes good labori-
tory practices for conducting nonclini-
cal Iaboratory studies that support or
are ntended to support applications
for research or marketing permits for
producia regulaied DY the Food and
Drug Administration, Including food
and color additives, animal food addi-
tives, human and snimal drugs, medl-
cal devices for human use, biclogical
products. xnd eiectronis products,
Compliance with this part iz intended
10 masure the quality and integrity of
the safety dats flied pursuant Lo see-
tions 406, 408, 409, %02, 503, 505, 508,
507, 510, 512-518, 518-520. 708. and RO 1
of the Federal Pood. Drug, and Cos-
metic Act and sections 351 and 354-
380F of the Public Health Service Act.

(b) References In this part to regula-
tory sections of the Code of Federal
Regulations rre 10 Chapter I of Titls
21, unless otherwise noted.

{43 PR 80013, Dec. 12 1978, aa amended aL
$2 PR I3TTY. Sept. 4, 1987

13583 Definitons.

A3 used in this part, the following
terms shall have the meanings speci-
fied:

{x) "Aet” means the FPederxl Food.
Drug, ana Cosinetlc Act. as amenided
{3ecs. 201-902, 52 Stat. 1040 et seq., as
amended (2% U.8.C. 321-392)).

(1) “Test article” means any food ad-
ditive, color additive, drug, biological
product, ciectronic product, medical
device for human use, or Any other ar.
tcle subject to reguistion under the
&Ct or under sections 351 and 334-380F
of the Public Health Service Act.

(e} “Control article” means any food
Ldditive, color additive, dryg, biologi-
eal product, electronic product, medi-
cal device for human use, or any arti-
cle other than a test article, {eed, or
water that i3 administered to the test
system In the course of & nonclinieal
laboratory study for Lhe purpose of es-
tablishing a basis {or comparison with
the Lest article.

2.
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{d) “Noneclinical iaboratory study™
means in vivo or in vitro experiments
in which test articles are studled pro-
spectively in test systemus under labo-
ratory conditions to determine thefr
safety. The term does not include
studies utilizing human subjects or
clinical studjes or fleld trials in ani.
mals. The termn does not include basic
expioratory studies carried out to de-
termine whether a test article has any
potentisl utllity or to determine physs-
cal or chemical characteristics of a test

ad Livle,

(e) “Application [or research or mar-
keting permit” Ineludes;

(1) A color sdditive petition,
scribed in Part 71.

(2) A food additive patition, de-
scribed in Parts 171 and 571

{3} Data and information regarding
a substance submitted a3 part of the
procedures for establishing that a sub-
stance is generally recogrized as safe
Ior use, Wnich use resuits or may rea-
sonably be expected Lo result, directly
or indirectly, in its becoming a compo-
nent or otherwise affecting the chars-
acteristics of any food, described in
§5 170,35 and 570.35.

t4) Duta and Information regarding
a food additive submitted as part of
the procedures regarding food sddl-
tives permitted to be used on sn Inter-
im basis pending additional study. de-
scribed in § 180.1.

(5} A “Notice of Claimed Investiga-.
tional Exemption for a New Drug,” de-
scTibed in Part 3132,

(6) A “new drug application.” de
scribed In PRI Jl4.

(7) Data and Informsation regarding
an over-the-counter drug for human
use, submitted s part of the proce-
dures for cilassifying such drugs as
genernlly recognized as safe and cffece
tive and not misbranded, described in
Part 330,

(8) Data and information about »
substance submitted as part of the
procedures for establishing a tolerance
lor unaveidable contaminants In food
and  food-packaging msterialy, de-
scribed n Parts 109 and 509

(9) Duta xnd Information regarding
an antibictic drug submitted as part of
the proccdures for Lssuing, amending,
or repealing reguiations for such
drugs, described in Part 430.

de-

§358.3

(10) A "Notice of Claimed Investigs-
tional Exemption for » New Animal
Drug.” described in Part 511.

(11) A "new animal drug applica-
tion,” described in Part 514.

{12) [Reserved}

{13) An "application for s blological
product Ui " described in Part 601.
(14} An "application for an Lhvestigs-
tional device exemption.” described in
Part 8132.

(18) An "Application for Premarket
Apnroval af 3 Mediral Device.” de
scribed in section 515 of the act,

(18} A "Product Development Proto-
col for & Medical Device,” described in
section 515 of the act.

{17) Data and infortmation regarding
4 medical device submitted as part of
the procedures for classifying such de-
vices, deseribed in Part 880,

{12} Dats and information regarding
& medical device submitted as part of
the procedures for estabiishing,
amending, or repealing o performance
standard for such devices, described in
Part 861.

(19} Data and information regarding
an electronic produet submitied as
part of the procedures for obtaining
an exemption from notiflcation of s
radiation safety defect or fajlure of
compliance with a radistlon safety
periormance standard. deacribed in
Subpart D of Part 1003.

(20) Data and information regarding
an electronic product submitted as
part of the procedures for establish-
ing, amending, or repealing a standard
for such proauct, described in section
338 of the Pyblic Health Service Act.

{21) Data and Informaticn regarding
an electronic product submitted sas
part of the procedures for obtaining »
variance {rom any electronic product
performance standard as described in
§ 10104,

(22) Data and information regarding
an electronic product submitted as
part of the procedures for granting.
amending, or extending an exemption
from any electronie product perform-
snce standard, as deacribed tn § 1010.5.

(1) “Sponsor” means

(1Y A person who Initiates and sup-
poris, by provigion of {inancial or
other resources, a nonelinical laborato-
ry study;

-3-



§ 58.10

{2) A person who submits a nonclini-
cal study to the Food and Drug Ad-
ministration In support of an applica-
tion for a research oOr marketing
permlt; or

(3) A testing faciiity, If it both iniy-
ates and sctually conducts the study.

(g) "Testing facility” means a person
who =actually conducts a nonclinieal
lsboratory study. Le.. actually uses the
teat article n & tcob aystem. ““Tooting
{acility” Includes any establishment
required Lo register under sectlon 510
of the act that conducts nonclinical
laboratary studles and any consulting
laboratary described In section T04 ol
the act that conducts such studies,
“Testing [acility” encompasses only
those operstional units that are being
or have been used to conduct nonclini-
cal Isboratory studies.

th) "Person™ includes an Individual,
partnership. enrporation, associstion,
scientific or academic establishment,
government agency, of organizational
unit thereof, and any other legal
eniity. .

(1) "Test systemn’ mesans any animal,
plant, microcrganism, or subparis
thereaf to which the test or control ar-
ticle is administered or added for
study. *Test system' alse ineludes ap-
propriale groups or components of the
system not treated with the test or
contrel articles,

t]) “Specimen” means any material
dAerivad frnm a test zyatam for arami.
nation or analysis.

(k) “Raw data” means any laborato-
ry worksheeis, records, memoranda,
notes, or exact copies thereof, that are
the result of original observations wnd
activities of a nonclinical laboratory
study and are necessary for the recon-
struction and evaluation of the report
of that study. In the event that exact
transcripts of raw data have been pre-
pired (e.f.. lapes which have been
transcribed verbstim, dated, snd veri-
fied acvurate by sigpature), the exazt
copy ar exact transcript may be substl-
tuted for the origina]l source as raw
data. “Raw data’” may include photo-
graphs, micrefim  or microfiche
copies, computer printouts, magnetic
media including dictated observations,
and recarded data [rom automated in-
struments.

21CFR Ch. |

(1} "Quality assurance unit"” means
any person or organizational siement,
except the study director, designated
by testing [acility mansgement to per-
form the duties reiating to quallty as.
surance of nonclinical laboratory stud-
les.

{m) "Study director” means the indi-
vidual responsible for the overall con-
duct of a nonclinical laborstery study.

tnl “Aatcrh” means & anecifle auantl.
ty or lot of a test or control article
that has been chamncterized according
to § 58.105(n).

{0} “Study initiation date” means
the date the protocol is signed by the
stuay dairector.

{p) “Study completion date” meana
the date the [inal report is signed by
the study dlrector.

[43 PR 8001), Dec. 12, 1978, us aumended at
52 FR 33779, Sept. 4. 1387]

§58.10 Applicability to studies performed
under grunts and coniracts.

When 3 sponsor conducting s non-
clinical 1aboratory situdy intended to
be submitted to or reviewed by the
Food and Drug Administration utllizes
the services of a consulting laborstory,
contractor, or grantee to perform an
analysis or other service, it shall
notify the consulting laboratory, con-
tractor, or grantee that the service is
part of a nonclinical laboratory study
that must be conducted in compliance
with ths pravisians of this part.

158,15 Inspection of n testing facility.

(a) A testing facility shall permit an
authorized empioyee of the Food and
Drug Adminisiration, st reasonable
times and in s reasonabie manner, to
lnapect the facllity and to inspect (and
in the case of records alsa to copy) all
records and specimens required to be
maintained regarding studies within
the scope of this part. The records in-
spection and copylng requirements
shall not appiy to quality assurance
unit records of {indings and problems,
or to sctions recommended and taken.

i{b) The FPood and Drug Adminiatra-
tion wil] not consider a nonciinical lab-
orutory study in support of an applica-
tlon for a research or marketing
permit i the testing factlily refuses to
permit inspection. The determination

-&-
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that s nonclinical laboratory study
will not be considered In support of an
application for a research or markst.
ing permit does not. however, relleve
the applicant for such a permit of any
obligation under any applicabie stat-
ute or regulation to submit the results
of the study to the Food and Drug Ad-
ministrstion.

Svbpart 8—Crganization and
Personnsl

#55.2% Pensonnel

.{a) Each individual engaged in the
conduct of or responsible for the su-
pervision of a nonclinical aboratory
study shail have education, tralning,
and experience, or combination there-
of, to enable thst individual to per-
form the assigned funcilons.

(b) Each testing facility shail main-
tain s current summary of tralning
and experience and job deacription for
each individua) engaged (n or supervis-
ing the eonduct of & nonelinical labo-
ratory study.

() There zhall be & sufficient
number .of personnel for the timely
and proper conduct of the study ac-
cording to the protocol.

(d} Personne! shall take necessary
Dersonsl sanitation and health precsu-
tions designed to avoid contamination
of test and control articies and test
Iystema.

(e) Personnel cnguged ln & ooncllo]-
cal laboratory study ahall wear cloth-
ing appropriste for the duties they
perform. 8uch clothing zhall be
changed as often as necessary to pre
vent microbiclorical. radiolagiral, or
chemical contamination of test 1y
tems and test and control articles.

{f} Any individual found at any time
to have an iliness that may adversely
affect the quality and integrity of the
nonclinkal iaboratory study shall be
excluded {rom direct contact with test
systems, test and control articles ang
any other operation or function thst
may adversely affect the study until
the condition s corrected All person-
nel zhall be instructed to report to
their immediate supervisors any
health or medical conditions that may
rexsonably be considered to have an
adverse effect on a nonclinical labora-
Lory study.

$5e3

§53.31 Testing facility management,

For each nonclinical Ilaborstory
study, testing facility management
shall:

(1) Designate s study diréctor as de-
acribed in § $8.33, before the study iy
initiated.

(3) Repiace the study director
promptly Uf it becomes necessary to do
80 quring the conduct of a study.

(¢) Assure that there is a quality as-
surance unit as described in § 58.35.

(d} Asslire that test and control arti-
cles or mixiures have been appropri-
ately tested for identity, strengih,
purity. stability, and uniformity, as ap-
plicable.

(e} Assure that perscnnel, resources,
facilities, equipment, materisls, - and
methodologies are avaflable ay sohed-
uled,

(1) Assure that personne] ciexrly un-
derstand the functions they are to per-
form.

(g) Assure that any deviations from
these regulstions reported by the
quality assurance unit sre sommunl-
cated Lo the study director and correc-
tive actions are taken and document-
ed

(13 FR 50013, Dec. 22, 1978, as amended st
52 FR 33780, Sept. 4, 1987)

§5333 Study director.

For esch nonclinieal laboratory
atudy, = SCIENUL OT OLher professional
of appropriste education, training, and
experience, or combination thereof,
ahall be identified as the study direc.
tor. The study director has overall re-
sponsibility for the technical conduct
of the study, as well ax for the inter.
pretation, analysis, documentation
and reporting of results, and repre-
sents the single point of study control
The study director shall assure thst:

fa} The protocol, including apy
change, i3 approved as provided by
§ 58.120 and Iz {ollowed.

th) All experimentsa! dats, including
observations of unanticipated re-
sponses of Lhe test system are acey-
rately recorded and verified.

(¢) Unforeseen circumstances that
may affect the quality and integrity of
the nonclinica] laborstary study are
notad when they occur, and ecorrective
action is taken and documented



§ 58.35

(d) Test systems are as specified in
the protocol.

(e) All applicable good isboratory
practice regulations are followed,

() All raw data. documentation, pro-
tocols, specimens. and final reporta are
transferred to the archives during or
at the close of the study.

[¢3 PR 80013, Dec. 12, 1978: 44 FR 17687,
Mar. 23. 1979}

958.35 Quaiity assurance unit

(a} A Lesting facility shall have g
quality assurance unit which shait be
responsible for monitoring each study
io assure management that the faei)i.
tles, equipment, personnel, methods,
practices, records, and controls are in
conformance with the regulations in
this part. For any given study, the
quality assurance unit shal] be entire.
ly separate from and independent of
the personnel engaged in the direction
and conduct of that study,

(b) The quality assurance unit shall:

(1) Maintatn a copy of g master
schedule sheet of all nonelinicai labo-
ratory studies conducted at the testing
facility indexed by test article and
contairing the test system, nature of
study, date study was initiated, cur-
rent status of each study, Identity of
the sponsor, and name of the study di-
rector,

(2) Mzintain copies of al) protocols
periaining to all nonecilnical laboratory
atudies for which the unit iy Iesponsi-

ble.

{3) Inspect each nonclinical labora-
tory study at intervals adequate to
assure the Integrity of the study and
maintain written and Properly signed
records of each peripdic inspection
shuwing the date of the inspection,
the study inspected, the phase or seg-
ment of the study inspected, the
person  performing the lnapection,
findings and problems, action recom.
mended and taken to resoive existing
problems, and any scheduled date for

during the course of an inspection
which are likely to affect study Integ.
rity shall be brought to the attention
of the study director and management
immediately.

(4} Periodically submit to foanage-
ment and the study director written
status reports on each 2tudy. noting

21CR Ch. |

any probiems and the corrective gc-
tions taken,

(3) Determine that no deviations
from approved protocols or standard
opersting procedures were made with.
out proper authorizatlon and docu.
mentation

(8) Review the final study report to
amzure that such report accuraiely de-
scribes the methods and standsrd oo
CIALINE procedures, and that the re.
ported results accurately reflect the
Taw data of the nonciinical laboratory
study, )

(1) Prepare and sign a statement to
be Included with the final stuady report
which shall specify the dates inspec-
tions were made and {indings reported
to management and to the study direc-
tor.

{2} The responsibllities and proce-
dures appiicable to the quality assur.
ance unit, the records maintained by
the guality assuranee unit, and the
method of indexing such records shall
be in writing and shall he maintalned.
These Items including inspection
dates, the study inspected, the Phase
or segment of the study inspected, and
the name of the Individus) performing
lhe inspection shail be made avallables
for inspection to authorized employees
of the Food and Drug Administration.

(d) A designated representative of
the Food and Drug Administration
shall have access to the written proce-
dures catsbllsfied 10r Lhe inspection
and fnay request testing facility man.
agement Lo certify that inspections are
being implemented, petformed, docu-
mented, and followed-up o accerdance
WiLh this paragrapgh.

tInformation collection requirements ap-
proved by the Cffice of Management and
Budget under contro} number 0910-0203)

[43 FR 80013, Dec. 22. 1978, a3 amended at
52 PR 33780, Scpe 4, 128T)

Subpert C—Fecilities

15841 General

Each testing Iaciiity shal] be of suit-
sble size and construction to Iacilitate
the proper conduct of nonclinical 1abo-
ratory studies. It shall be designed so
that there is a degree of separation
that will prevent any functlon or scuvs
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ity from having an adverse effect on
the study.

(52 FR 33780, Bept. 4, 1087]

§58.43 Animal care facilities.

ta) A testing faellity shail have & suf-
ficient number of animal rooms ol
areas, as needed, to sasure proper: (1)
Separation cof species or test systems,
(2) isolation of indlvidual projects, (3}
quetantine of animals, and (4) routine
or specialized housing of animals.

() A testing facility shall have a
number of animal rOCMS Or ATeas sepa-
rale from those described In pars-
graph (a) of this section to ensure iso

. lation of studies Deing aone with test
systemns or test and control articles
kniown to be blohazardous, including
volatile substances, aerosols, radiose.
tive materials, and infectious agents.

(c) Separale areas shall be provided,
as appropriate, for the disgnosis,
treatment, and control of laboratory
animal diseases. These areas shall pro-
vide etiective Isolation for the housing
of antmals either known or suspectad
of being diseased, or of being carriers
of disease, {rom other animals.

(d) When animals are housed, Tacili-
ties shall exist for the collection and
disposal of sl animal waste and refuse
or for safe sanitary storage of waste
before removal {rom the testing facili-
ty. Disposal faciifties shall be so pro-
vided and operated as to minimize
vermin infestatian, adare dissses haz.
ards, and environmental contamina-
tion.

[43 FR #001]. Dec. 12 1975 as amended at
53 FR 12780, Sept. 4, 1887)

15845 Animal supply facilitien

There zhall be storage Areas. a8
needed, for feed, bedding. supplles,
and equipment. Storage areas for feed
and bedding ahall be separsted from
areas housing the test systems and
shall be protected against tnfestation
or contamination. Perishable supplies
shall, be preserved by appropriate

A,

[43 FR 80013, Dec. 12, 1978, a3 amended at
52 PR 1378, Bepl 4. 1987]

§358.63

#53.47 Facllities for handling tasi and
conirel articles. )

(s} AS necessary to prevent contami.
nation or mixups, there shall be sepa-
rate aress for:

{1) Receipt and storage of the test
and control articles. _

(2) Mixing of the test and control ar-
ticles with a cartier, e.£., feed.

(3} Stornge of the test and control
article mixtures.

() Stornge arsas for the text and/or
control article and test and control
mixtures shall be separate from aresa
housing the test systems and shall be
sdequate (o preserve the identity,
strength, purity. and stabliity of the
wrticles and mixiures,

§53.4% Laborstory operaiion areas.

Separste laborstory space shall be
provided, as needed, for the perform-
ance of the routine and speciatized
procedures required by nonclinical lab-
oratory studies.

[32 PR 3784, Bept. 4, 1987}

135551 Specimen and dain storege facili-
ties.

Space shall be provided for archives,
1imited to access by suthorized person-
nel only, for the storsge and retrieval
of all raw data and specimens [rom
completed studies.

Subpart D—Equipment
08,41 Equipment dosligm.

Equipment used in the generation.
mexsurement, or assessment of data
and equipment used for facility envi-
ronmental control shail be of appro-
priste design and adequate capacity to
function according to the protocol and
shall be suitably located for operation,
Inspection, cleaning, and maintenance,

(52 FR 33780, Sept. 4. 19471

15863 Maintenasnce and calibration of
equipmaent.

() Equipment shall be adequately
Inspected, cleaned, and maintained.
Equipment used for the generation.
tmeasurement, or assessment of data
shall be adequately tested, calibrated
and/or standardized.



§ 58.0

{b) The written standard opersting
procedures required under
§ 58.81(bX11) shall set forth In suffi-
ctent detall the methods, materials,
and schedules to be used in the rou-
tine inspection, cleaning, maintenance,
testing, calibration. and/or standardl-
zation of equipment, and shall specify,
when appropriate, remedial action to
be laken in the event of failure or mal-
function of equipment. The written
standard operating procedures shall
designate the person responsibie for
the performance of each operation.

(c) Written records shall be maln-
tained of all inspection, maintenance,
testing, calibrating and/ar standardiz.
ing operations. These records, contain.
ing the date of the operation, shall de-
scribe whether the maintenance oper-
atlons were routine and [ollowed the
written standard opersting proce-
dures. Written records shail be kept af
nonroutine repairs performed on
equipment as a result of fallure and
malfunction. Such records shal] docu-
ment the nature of the defect, how
and when Lhe defect was discovered,
and any remedial action taken Iin re.
sponse to the defect.

Unformation collection requirements ap-
proved by the Office of Management and
Budget under contro) number 0910-0203)
{41 PR 80013, Dwec. 212, 1978, aa mpended at
53 FR 33780, Sept. ¢. 1987)

Subpart E—=Testing Facilities
Operation

F5881 Slandard opersting procedures.

(2) A testing facility shall have
standard operating procedures in writ-
ing setting forth nonelinical laborato.
ry study methods that management is
satisfled are adequate to insure the
qQuality and Integrity of the data gen-
erited in the course of s study. All de-
viatlons In & study from standard oper-
ating procedures shall be authorized
by the study director and ahail be dog.
umented In the raw data Significant
changes in established standard oper.
ating procedures sha)l be properly ay-
thorized In writing &y management.

() Standard operating procedures
shall be established for, but not iimit-
ed Lo, the following:

(1) Animal room preparation.

(3) Anlmal care.

21ICFR Ch. |

{3) Receint. identification. storugs,
handling, mixing, and method of sam-
pling of the test and control articies.

(4) Test aystem observations.

(5) Laboratory tests,

(4) Handling of animals found mori.
bund or dead during study. -

{T) Necropsy of snimals or postmor.
tem examination of animaly.

(3) Collection and !dentification of
specimens.

{8) Hiatopathology.

(10) Data handling, storage, and re-
trieval

(11) Maintenance and calibration of
equipments,

(12) Transfsr. proper placement. and
tdentification of animals.

{¢} Esch laboratory area shall have
Immedistely  avaliable laboratory
manuals snd standard operating pro.
cedures reiative to the labsratory pro-
cedures being performed. Published
lterature may be used sz a suppie-
ment to standard operating proce-
dures.

(d) A historical f{le of standard oper-
ating procedurca, and all revisions
thereol, Including the dates of such re-
visions, shall be maintained.

(43 FR 80013, Dec. 22, 1978. as amended at
32 FR 11780, Sept. 4, 1987)

15553 Reagenits and soiutions.

All resgents and solutions in the lab-
oratory areaz shall be labeled to indl-

cate identity. titer or eoncentration,
storage requlrements, and caplration
date. Deteriorated or outdated rea-

gents and sclutions shall not be used.

$58.99 Animal care

(%) There ahall be standard operst-
ing procedures for the housing, feed-
ing. handiing. and care of animals,

(B) All newly recelved animals from
outside sourves shall be isolated and
their health status shall be evaluated
In accordance with acceptable vetepd.
nary medical practice.

(£) At the Injtiation of a nonclinicat
laboratory study, anlmals shail be free
of any disease or condition that might
interfere with the purpose or conduct
of the study. If. during the course of
the study. the anlmais contract such a
disease or condition, the diseased ani-
mals shall be tsoclated, if necessary.
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Thess animalt may be trested for dis-
ea88 or signs of disease provided that
such treatment does not interfere with
the study. The diagnosis, suthoriza-
tions of trestment description of
tresiment, and each date of treatment
shajl be documented and shail be re-
talned.

(d) Warm-blooded animals, exclud-
Ing suckling rodents, used in laborato.
ry procedures that require manipuls-
tions xnd observations over an ex.
tanded period eof time or iIn studics
that require the animals to be re-
moved from and returned to their
home cages for any reason (e.g., cage
clenning, treatment, ete.), shall receive
appropriate |dentification (e.g.. tattoo.
‘eraby, color code, ear tag, ear punch,
ete.). All information needed to specit-
jcally identify each anima) within an
animal-housing unit shall appesr on
the cutside of that unit

(e} Animals of different species shall
be housed In separate rooms when
Recesxary. Animals of the same spe-
cies, but ured in different studies,
should not ordinarily be housed in the
Eame room when inadvertent sxposure
lo controi or test articles or animal
mixup could affect the outcome of
tither study. If such mixed housing ia
necessary, adequate differentlation by
apace and [dentification shall be mads.

(I} Animal cages, racks and accessory
equipment shall be cleaned and sani-
tized at appropriate intervals,

(g) Feed and water used for the ani-
mals ahall be analyzed periodicaily to
ansure that contaminants huvwiy W2 O
capable of interfering with the study
and reasonably expected to be present
in such leed or water are not present
at Jevels above those specified In the
protocol. Documentation nf such anal-
y3ex shall be maintained as raw data

(hlBeddlncuaedInm.lmﬂmuor
pens zhall not interfere with the pur-
pose or conduct of the study and shall
be changed as often as necessary to
keep the animalz dry and clearn.

() I any pest control materials are
used. the use shal! be documented
Cleaning and pest control matertals
:‘t:u interfere with the study shatl not

e

(leformuation collection requirernents ap-
broved by the Office of Management and
Budget under contro! number 0910-0303)

§ 58.107

(43 FR 80013, Dec. 22, 1978, aa amended at
52 FR 13780, Scpt 4, 1987)

Subpart F—Test and Centrol Articles

$56.105 Test and control article charac-
Lerization.

(s) The identity, strength, purity.
and composition or other ¢haracteris-
ties which will appropriately define

the test or control article shall be de-
termined far asrh bateh and shall be

documented. Methods of synthesis,
{abrication, or derivation of the test
and control articles shall be document-
¢d by the sponsor or the testing facill-
ty. In those cases where marketed
Progucts are used ag control articies,
such products will be charscterized by
their labeling.

(b} The stability of each test or con-
trol article shall be determined by the
testing facility or by the sponsor
either: (1) Before study initistion, or
{2) concomitantly according to written
standard operating procedures. which
provide for periodic analysis of each
bateh,

(c) Each storage contalner for a test
or control article shall be labeled by
name, chemical abstract number or
code number, batch number, expira-
tion date. if any. and, where sppropri-
ate, siorage conditions pecessary to
maintain  the identity, strength,
purity. and composition of the test or
control article, Storage containers

shall be amigned to a particular test
Arucie for the duration of the study.

(d) For studies of more than 4 weeks'
duration, reserve samples from esch
batch of test and control articles shall
be retained for the perfod of time pro-
vided by § 08.195,

{Information coflection requiremsnts ap-
proved by the Office of Management and
Budget under control number 0810-0303)
(13 FR 80013, Dec 22 1978, as amended st
521 PR I3TEL, Sept. 4, 1087)

§68.197 Tesi and contro! article handling.

Procedures thall be established for s
system for the handling of the test
and control arcicles to etisure that:

{s) There is proper storage.

{b) Distribution iz made in & manner
designed to preclude the possibility of
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contamination, deterioration, or
damage.

{c) Froper |dentlrication i1s masin-
tained throughout the distribution
procesa.

(d) The receipt and distribution of
each batch I3 documented. Such docu-
mentation shall ineclude the date and
quantity of each batch distribyted or
returned. ,

§58.113 Mixtures of articies with earriers

For h or contro! article
lh(.l.l.) is m!i:‘a w'iet.?xt; carrier, tests by
appropriate analytical methods shall
be conducted:

(1) To determine the uniformity of
Lthe mixture and Lo determine, periodi-
cally, the concantration of the teat or
controi article in the mixtupe,

(2} To determine the stabillty of the
test and control articles in the mixture
Al required by the conditions of the
study either:

(1) Before study initiation, or

(i} Concomitantly according to writ-
ten standard operating procedures
which provide for periodic analyxis of
the test and control articles in the
mixture,

(b} [Reserved]

(c) Where any of the componenta of
the test or control articie carrier mix-
ture has an expiration date, that date
shall be clearly shown on the esntain-
er. If more than one component hag
An expiration date, the earliest date
shall be shown,

[43 FR #0013, Dec. 22, 1978, as umended at
45 PR 24883, Apr. Il 1980: 52 PR 13781
SepL 4, 1967)

Subport G—Protecel for and Candud
of a Nendlinical Laboratory Study

F58.129 Protocel.

(8) Each study shall have an ap-
proved written protocol that clearly
indicates the objectives and al meth.
ods for the conduct of the study. The
protocel shall contain. as applicable,
the following information:

(1) A descriptive title and statement
of the purpose of the study.

(2) Identifleation of the test and
control articles by name chemical sh-
stract number, or code number.

(3} The name of the sponsor and the
name and address of the testing faeill-

DCRChI
ty at which the study is being conduct-
ad.

{4) The number, body weight range.
sex, source of supply, species, strain,
substrain, and age of the test system.

(8} The procedure for tdentification
of the test system.

(8) A description of the experimen-
tal design, including the methods for
the control of bias.

(T) A description and/or !dentifica-
tion of the diet used In the study as
well a3 swivenis, CmMUulslilers, mnd;/or
other materials used to solubllize or
suspend Lhe test or control articles
before mixing with the carrier. The
description shall include specitfications
for accsptable levels of contaminants
thai{ are reasonably expected to be
present in the dietary materiais and
are"known to be capable of interfering
with the purpose or conduet of the
study U present at levels greater than
established by the specifications.

(8) Each dosage level. expressed In
milllgrams per kilogram of body
weight or other appropriste units, of
the test or control articie to be admin.
istered and the method and frequency
of sdministration

(3) The type and frequency of tests,
analyses, and messurements to be
made.

(10) The records Lo be maintained.

{11) The date of approval of the pro-
tocol by the sponsor and the dated sig-
nature of the study director.

{12) A statement of the proposed
atatlatical methunls 7 e uaeg,

(b) All changes In or revisions of an
approved protocol and the ressons
therefor shall be documented, signed
by the study director, dated, and main-
tained with the protosol

(Information coflection requirements ap-
proved by the Oflice of Mansgement and
Budget under control number 0810-0203)

[43 PR 60013, Dec. 72 1978, as amended at
51 FR 33781, Sept. 4, 1087)

54130 Conduct of & mosclinicnl labore-
tory mudy,

(a) The nonciinical laboratory study
shall be eonducted ln accordance with
the protocol

{b) The test systems shall be monj-
tored in conformity with the protocol

-10-
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(c) Specimens shall be identified by
test aystem, study, nature, and date of
coliection. This mmtormsiion thail be
iocated on the specimen container op
shall accompany the specimen in g
manner that preciudes error in the re-
cording and storage of data

(d) Records of gross findings for s
specimen from postmortem observa.
tions should be avajisbie to s pathoio-
+ §ist when examining that specimen
histopathologicaily.

(e} All data genermted during the
conduct of a nonclinical laboratory
study, except those that are generated
by automsted data collection systema,
shall be recorded directly, promptily,
and legibly In Ink. Al dats entries
shal} be dated on the date of entry snd
signed or Initialed by the person enter-
ing the data. Any change in entries
ghall be made 30 as not to obscure the
original entry, shall indicate the
reaacn for such change. and shall be
dated and signed or identified at the
time of the change. In sutomated data
collecticn sysiems, the individual re-
sponsible for direct data tnput shall be
identified at the time of dats input.
Any change In sutomated data entries
shall be made 30 as not to ebscure the
original entry, shall [ndicste the
reason for change, shall be dated, anc
the responsible individua) zhall e
identitied.

{Information collection requirements ap-
proved by the Offlce of Management ang
Budyet under contro} Dumber 9910-0203)

[43 FR 80013, Dec. 12, 1072, a3 amended sl
32 PR 1AL Bept 4, 208T)

Subparts H-—{Ressrved)

Subpart J—Records and Reporh

§55.)85 Reporting of momelinieal laborn-
lory stwdy resulta

(@) A final report ahall be prepared
for esch nonciinieal laboratory study
and whall inciuds. but not neceasarily
ba limited to, the following:

{1} Name and address of the facility
performing Lhe study and the dates on
which the study was initiated and
compieted,

(2) Objectives and procedures stated
in the approved protocol, Including
snYy changes in the original protocol.

§358.185

(3) Statistical methods empioyed for

the data

(4) The test and control articles
identified by name, chemical abstracty
Dumber or code number, strength,
purity, and composition or other ap-
propriate characteristica.

(3) Stability of the test and control
articles under the conditions of sdmin-
istration.

(8} A description of the methods
used.

(77 A aescTipuion of the test system
used. Where applicable, the fina]
report shall include the number of
animals used. sex. body weight range,
source of supply, species, strain and
substrain, age, and procedure used [or
Identification,

(8) A description of the dosage,
dosage regimen. route of adminigira.
tion, and duration

9} A description of ali crmeum-
stances that may have affected the
quality or integrity of the data.

(10) The name of the stucy director,
the names of other scientists or pro-
{essionals. and the names of al] super-
visory personnel, Invoived in the
study,

(11} A description of the transforma-
tions, calculstions. or operations per-
formed on the data. a summary snd
analysis of the data, and » statement
of the conclusions drawn from the
analysiz.

(12} The signed and dated reports of
each of the individua! smientists nr
other professionals Involved in the
study.

(13} The locationa where al] speci-
mens, raw data, and the fina] report
are to be stored.

(14) The statement prepared and
signed by the quality azsurance unit as
described In § 58.35(bX 7).

(b} The flnal report thall be signed
and dated by the study director,

i<} Corrections or aaditions 1o & final
report shail be in the form of an
amendment by the study director. The
amendment shall clearly ldentify that
part of the final report that is being
addad ta or corrected and the reasons
for the correction or addition, and
shall be signed and dsted by the
pernon responsible.

-1l-
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(43 FR 80013, Dec. 24, 1975 as amended at
82 FR 23781, Sept 4. 1087)

15419 Siorage and retrieval of records
and duin

{a) Al} raw data, documentation, pro-
tocois. final reports, and specimens
(except those specimens obtained {rom
mutagenicity tests and wet specimens
of blood, urine, feces, and biological
fluids) genersted as & result of a non-
c¢linical laborstory study shall be re-
taivncd.

{d) There shall be archives for order-
ly storage and expedient retrieval of
all raw datx, documentation, protocols,
specimens, and interim and final re-
porta, Conditions of storage shall mini-
mize deterforation of the documents
or specimens ln accordance with the
requirements for the time period of
their retention and the nalure of the
documents or specimens. A testing fa.
cility may coniract with commerclal
archives to provide & repository for alt
material to be retained. Raw dsta and
specimens may be retained eisewhere
provided that the archivea have specif-
ia reference Lo those other locations,

() An Individual shall be identified
as responsible for the srchives,

{d) Only suthorized personnel shall
enter the srchives.

(e) Material retained or referred to
In the archives shall be indexed to
permit expedient retrieval

{Information collection requireroents ap-
proved by the Office of Management and
Budget under vontrol number 0910-0203}
133 FI 50013, DeC. 72, 19Th. a3 amended at
31 FR 13781, Sept- 4, 19487)

15519 Retention of reconis.

{a) Record retention requirements
sot forth In this seetion do not super-
sede the record retentlon require-
ments of any other regulations in this
chapter,

(b) Except as provided in paragraph
{¢c) of this section. documentation
records, raw dats and apecimens per-
taining to a nonclinical laboratory
study and required 1o bs made by this
part ghadl be retained in the archive(s)
{or whichever of the following periods
is shortest;

{1} A period of at least 2 years fol-
lowing the date on which an applica-
Uon for a research or marketing

Fifi=; §= W

permit, in support of which the resuits
of the nooclinical laboratory astudy
were submitied. is approved by the
Pood and Drug Administration. This
requirement does not apply to studies
supporting notices of claimed investl-
gational exemption for new drugs
(IND's) or applications for investigs-
tional device exemptions (IDE's),
records of which shall be governed by
the provisions ol parsgraph (bX2) of

this seetion,
(347 A period of st ol 2 yours 10)-

lowing the date on which the results
of the nonclinical labotutory study are
submitted to the Food and Drug Ad-
ministration in support of an applica-
tion for & ressarrh or marketing
permit.

(3) In other situstions (e.g.. where
the noncliinieal laboratory study does
not result in the submission of the
study in support of an application for
& research or marketing permit), a
period of st least 2 years following the
date on which the study is compieted,
terminsted, or discontinued.

(e) Wet szpecimens {(except those
spetimens obtained from mutagenlcity
tests and wet specimens of blood,
urine, feces, and biological fluids),
sampies of test or control artieles, and
specially prepared material, which are
relatively fragile and differ markedly
in stability and quallty during storage,
shall be retalned only as long as the
quality of the preparation affords
evaluation. In no case shall retention
be required for longer periods than
those set [ofrth {n paragraphs (a) and
{b} of this section.

(d) The master schedule sheet,
copies of protocols, and records of
Quality assurance inspections. as re-
quired by §68.35(c) ahall be main-
tained by the quality assurancee unit as
n easily accessible system of records
for the period of time specified In
paragraphs (a) and (b) of this section

(e) Summaries of training and expe-
rience and job descriptions required to
be maintained by § 38.22(b) may be re.
tained along with all other testing fa-
cility employment records for the
length of time specifled in paragrapha
(&) and (b) of this section

(1) Records and reports of the main-
tenance and calibration and inspection
of equipment. ns required by § 58.63(b)

-12-



Food and Drug Administratien, HHS

and {(¢), shall be retained for the
length of time specifled in paragraph
{b} of this section.

(g} Records required by this part
may be retained elther as original
records or as true copies such as pho-
tocopies, microfilm, microfiche. or
other securate reproductions of the
original recorda.

{h) If a {acility conducting nonclini-
cal teating goes out of business, al] raw

data, documentation, and other mate-
rial specificd il Wus aevllon shall be

tranaferred to the archives of the
sponsor of the study. The Food and
Drug Administration shall be notified
o writing of such a tranafer.

(43 PR 80013, Dec 22, 1978, mn umended at
32 FR 33781, Sept. 4. 1987)

Subpoart K—Disqualifcotion of
Testing Fucilitios

155.20¢ Purposs.

(a) The purpcses of disquslification
wre: (1} To permit the exclusion from
consideration of completed studies
that were conductad by = testing facili-
ty which haa falled to comply with the
requirements of the good laboratory
practice regulations unti it can be
adequately demonstrated that such
noncompliance dld not occur during,
or did not atfect the valldity or accept-
abllity of data generated by, s particu-
lar study; and (2) to exclude from con-
sideration al]l studies completsd after

the date of disqualification until the
fasility ean satiafy the Commisloncs

that it will conduct studles in compli-
ance with such regulations,

(b) The determination that s nen-
clinical laboratory study may not be
considered In support of sn apblics-
ton for a research or marketing
permil does not, however, relieve the
applicant for such a permit of any ob-
ligation under sny other appiicable
regulation to submit the results of the
study to the Food and Drug Adminis.
tration

955392 Grounds for disquailfication.

The Commissioner may disqualify a
testing faecility upon finding al) of the
following:

(3) The lesting facility falled to
compiy with one or more of the regu.

§ 58206

lations set forth In this part (or any
other requlations regarding such fa-
cllities in this chapter);

(b) The noncompliance adversely of-
lected the validity of the nonclinical
Iaboratory studies: and

(e} Other lesser regulatory actions
(e.g.. warnings or rejection of Individ-
ual studies) have not dbeen or will prob-
ably not be adequate to achleve com-
plance with the good laboratory prac-
tice regulstions.

§55.204 Notice of smd epportunity for
hearing on proposed dbsgqualification

(a) Whenever the Comumissioner has
information indicating that grounds
eXist under § 58.202 which in his opin.
lon justity disqualification of s testing
facility, he may lssue to the testing fa-
cility a written notice proposing that
the facility be disguailfied,

{b} A hearing on the disqualificsiion
shall be conducted In accordance with
the requirements for a reguiatory
hearing set forth lan Part 18 of this
chapter.

158.204 Final order on disqualifeation

(a) If the Commissioner, sfter the
regulstery hearing, or after the time
for requesting & hearing expires with-
out & request being mads, upon an
evaulation of the administrative
record of the disqualification proceed.
ing, makes the findings required In
§58.202, he shall issue a final order

dizqualifying the facility. Such order
shall inciuae & Statement of the basis

for that determination. Upon lasuing a
final order, the Commissioner shall
notify (with 2 copy of the order) the
testing facility of the action

(&) If the Commissioner, after s reg-
ulatory hearing or after the time {or
requesting s hearing explres without a
request being made, upon an evaiua-
tion of the sdministrative record of
the disqualification proceeding. doss
not make the f{indings required in
§ 58.202, he shal]l Issue a {inal order
terminating the dizquallfication pro-
ceeding. Such order ahall Inciude a
statement of the basis for that deter-
mination. Upon Ilssuing a filnal order
the Commissioner shall notify the
testing facility and provide a copy of
the order.

-13-
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#38210 Actions upon disquallfication.

{a} Once a testing {acility has been
disqualified, each Appilcation for a re-
search or marketing permit, whether
approved or not, containing or relying
upon any nonclinical laboratory study
conducted by the disqualified testing
facility may be examined to determine
whether such study was or would be
essential to s decision. If it is deter.
mined that a study was or would be es-
sential, the Food and Drug Adminis-
tration shall also dets ¢ whether
the siudy s acceplable, notwithstand.-

ing the disquallfication of the facility,
Any study done by a testing facility
before or after disqualification may be
presumed to be unacecplable, and the
DErson relying on the study may be re-
quired tc establish that the study was
not affected by the circumstances that
led to the disqualification, e.8.. by sub-
mitting validating Information. 1f the
study lg then determined to he unae.
ceptable, such data such be elimingted
from consideration In support of the
application; and such elimination may
3erve as new information Justitying
the termination or withdraws! of ap.
proval of the application

() No nonclinjeal laboratory study
begun by a lesting facility after the
date of the Iacility’s disqualification
shall be considered in
application for & research or market-
ing permit, unless the Iacility has been
reinstated under §53.219. The deter-
mination that s study may not be con-
support of an application
for a research or marketing permit
docs not, Luwever, relleve the appli-
cant for such & permit of any obliga-
ton under any other applicable regu-
lation to submit the results of the
study to the Pood and Drug Adminis.
tration.

F5L213 Publie disciosore of information
regarding disqualification,

(a) Upen isxuance of a !inal order
dlsg & testing fasility under
$358.208(8), the Comumissioner may
notly all or any interested persons
Such notice may be given al the dis-
cretion of the ner whenever
he believes that such disclosure would
turther the public interest or would
bromote compliance with the good lab-
oratory practice regulations set forth

21ICRCh. |

In this part. Such notice, if given, shall
inelude a copy of the final order issned
under §58.208(a) und shall state that
the disqualification constitutas a de-
termeination by the Food snd Drug Ad-
ministration that noneclinical laborato-
TY studies performed by the facility
wiil not be considered by the Food and
Drug Administration in support of any
application for & research or market-
Ing permit. If such notice ia sent to an-
other Pederal Government agency,
Fand and Drug Adeninistrativi
will recommend that the REency also
consider whether or not it shouid
accept nonclinical Iaboratory studles
perfcrmed by the testing tacility, Ir
such notice Is sent to any other
person. it shall state that it is given
becasuse of the reiationshilp -between
the testing facility and the person
being notified and that the Food and
Drug Administration is not adviaing or
recommending that any action be
taken by the person notified.

(b) A determinstion that 3 lesting
facility has been disqualified and the
administrative record such
detsrmination are disciosable o the
public under Part 20 of this chapter,

58215 AMernative or additional seilons
o disquailflcation

(a) Disqualifieation of & testing facti-
ity under this subpart Is Independent
of, and neither in leu of nor & precon-
dillon to, other Proceedings or actions
authortzed by the act. The Food and
Drug Administrstinn may, at any time,
institute against a testing facility and/
or against the sponsor of g nonclinical
laboratory study that hag been sub-
mitted to the Food and Drug Adminis-
tration any sppropriate Judicial pre-
credings

disqualification., The Food and Drug
Administration may slxo reier the
matier to another Federal, State, or
local government law enforcement or
regulatory agency for such action as
that agency deems appropriate,
{b) The

tion may refuse to econxider ARy par-
ticular nonclinical Iaboratory study in
support of an application for s re-

-14-
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search or marketing permit, if it finds
that the study was not sonducted In
accordance with the good lsboratory
practice regulations sst forth in this
part, without disqualifying the testing
{acility that conducted the study or
undertaking other regulatory action.

158217 Suspension or termination of &
testing facility by 2 sponsor.
Termination of a testing facility by a

sponscr is independent of. and neither
In lisu of nor a preconditien to, pro-

ceedings or actions authorized by this
subpart. If a sponsor terminates or
suspends 3 testing facllity from frur-
ther participation in a nonelinical lab-
oratory study that iy being conducted
&3 part of any application for a re-
search or marketing permit that has
been submitted to any Center of the
and Drug Administration
(whether approved or not). it shall
notify that Center in writing withis 15
working days of the sction: the notice
shall include a statement of ihe rea-
sons for such action. Suspension or
termination of a testing facility by s
8Donsor does not relieve it of any ohit-
gation under any other applicabis reg-
ulation to submit the results of the
study to the Food and Drug Adminis-
tration,
[43 FR FR 80013, Dec. 11 1078, as amended
ol 30 FR 3995, Mar. 8 1983)

$5821% Reinstatemen! of a disqualified
testing fucility,

A testing facility that has been dis-
quallficd may De reinstated as an ar-
ceptable source of nonclinical labora-
tory studies to be submitted to the
FPood and Drug Administration if the
Commissioner determines, upon an
evaluation of the submission of the
testing facility, that the facility can
sdequateiy aasure ihat it will conduct
future nonclinieal lsboratory studies
in compliance with the good laborato-
IY practice regulations set forth in this
part and, U any studies are currently
being conducted, that the quality and
integrity of such studies have not been
seriously compromised A disqualified
testing facility that wishes to be 80 re-
Instated shal) present in writing to the
Commissioner reasons why it believes
it shouid be reinstated and a detailed
description of the corrective actions it

§ sa.219

has taken or [ntends to take to saxure
that the acts or omissions which led to
its disqualification will not recur. The
Commissioner may eondition rein-
statement upoh the testing facility
being found in complisnce with the
tood laboratory practice regulations
upon an fnspection. If a testing facility
i3 reinstated, the Commissioner shall
30 notlfy the testing facility and all or-
ganizations and persons who were no-
tified, under § 58.213 of the disqualifi-
wativn Of (e WeSUNg Tacuity, A deter-
mination that & testing facility has
been reinstated Is disclosabie to the
public under Part 20 of this chapter.
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